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R E : IND R e q u i r e m e n t fo r  D ie ta ry  S u p p l e m e n ts th a t a r e  N e w  o r  B e i n g  
S tu d i e d  a s  T rea tmen ts  fo r  D i seases  

Dea r  M r. Foret :  

E p h e d r a /G u r a n a  a n d  va r i ous  assoc i a t ed  c o m b i n a tio n s  a r e  b e i n g  s tud i ed  i n  o b e s e  
p a tie n ts to  p r o ve  safety a n d  e ff icacy fo r  fo o d  s u p p l e m e n ts so l d  to  te n s  o f m i l l i ons o f 
c o nsume r s  b a s e d  o n  sma l l  a n d  h i gh l y  med i ca l l y  s c r e e ned  p a tie n ts (h i gh l y  med i ca l l y  
s c r e e ned  by  th e  s tudy  m a n a g e r s  a n d  sponso r s  to  a vo i d  r isks a n d  l i t igat ion acco r d i n g  to  
swo r n  depos i t i ons ) .  

Acco r d i n g  to  th e  med i c a l  l i te ra ture a n d  m a n y  g o v e r n m e n t, N IH a n d  o th e r  r e l a ted  
op i n i ons ,  obes i ty  is a  d i sease .  Use  o f d ie ta ry  s u p p l e m e n ts to  t reat d i s eases  v io la tes  th e  
F D C A  as  a m e n d e d  by  D S H E A . S u c h  s tud ies  i n c l ude  th o s e  b y  B o o z e r  e t a l .  O n e  e p h e d r a  
ma r k e te r  e v e n  c l a ims  its p r o d u c t c a n  t reat ca rd i ac  a r rhy thmias .  

The r e  is n o th i n g  d ie ta ry  a b o u t e p h e d r a  a lka lo ids ,  just a s  th e r e  is n o th i n g  d ie ta ry  
a b o u t r e l a ted  stim u l a n ts (e.g., coca ,  ma r i j u ana ,  o p i u m , mesca l i ne ,  ps i l ocyb in ,  d ig i ta l is,  
e tc). O n e  o f th e  e p h e d r a  a l ka l o i ds  i n  e p h e d r a  is ca th i ne  o r  n o r p s e u d o e p h e d r i n e , a  
S c h e d u l e  IV  c o n t ro l l ed  subs tance .  

A t least  o n e  invest iga to r  (Dr. F r ank  G r eenway )  is p u r c has i n g  e p h e d r i n e  a n d  
ca f fe ine  s e pa r a te ly,  a n d  c o m p o u n d i n g  th e m  as  a  n e w  d r u g  i n  h is  r esea r ch  to  s u p po r t 
e p h e d r a /g u r a n a  d ie ta ry  s u p p l e m e n ts i n  t rea t ing  th e  d i s ease  obes i ty .  E r roneous ly ,  Dr. 
G r e e nway  be l i e ves  th a t th e  e p h e d r i n e /caf fe ine b a n  f r om th e  ea r l y  1 9 8 0 s  h a s  b e e n  
r esc i nded .  ‘, 

E p h e d r a  ma r k e te rs  a r e  b a s i n g  the i r  p r o d u c ts v i r tua l ly  e n t i re ly o n  p ub l i s h ed  
resea rch ,  ove r  swo r n  dec l a ra t i on  ob j ec t i ons  o f th e  a u tho rs ,  r e ga r d i n g  th e  p a te n te d  
p resc r i p t i on  d r u g  a p p r o v e d  a n d  ma r k e te d  i n  D e n m a r k  b y  D A K N y c o m e d . 



The ephedra industry testified about the use of ephedra in dietary supplements 
before Representative Dan Burton’s hearing March 2001, stating either that ephedra is 
too dangerous to be sold as a dietary supplement or that it needs more research before is 
food supplement use can be endorsed. Either way, DSHEA is violated again. 

Seemingly misinformed by the study managers (who failed to share with FDA the 
protocol or any particulars about the planned drug study), comments and July 1997 letters 
from FDA’s Dr. Solomon Sobel and Ms. Enid Galliers to a Vanderbilt University clinical 
researcher and to an ephedra marketer were used and are being used to eliminate the 
regulatory need for an IND for new drug and/or new dietary supplement clinical research. 
Dr. Sobel added that his office has no jurisdiction over dietary supplements (even when 
cxplorcd as treatments of obesity, whi” tih is most definitely a responsibility of his office). 

Notably, the study by Boozer et al published in the International Journal of 
Obesity (using placebo pills adulterated with ephedrine and caffeine) reported a 23% 
withdrawal from the treatment group necessitated by hypertension, chest pain, 
palpitations and irritability (no such withdrawals occurred in the ‘placebo’ group, which 
was in actuality a group taking a small dose of ephedrine/caffeine). The physician 
overseeing this study has testified that he is very concerned about the ramification of this 
finding when extrapolated to millions of unscreened used of uncontrolled 
ephedra/gurana. 

A notable death from one of these illicit drug studies will produce significant 
controversy about clinical research in the United States and FDA’s diligence, which 
will likely rekindle and trump the debacle last year at Johns Hopkins University. 

In addition, reminiscent of the fen/phen debacle, at least one website is promoting 
the use of phentermine and serotonin, ignoring the cardiac vegetations produced by 
dietary serotonin long known in the scientific literature and 
fenfluramine/dexfenfluramine-induced cardiac valve disease 
(http://clln.forcst.nct/pra~:1~~atic/P1-odDcsc/lntervicw Rothman.lasso, 
httn://elm.forest.net/nragmatic/Articles/List of All Articleslasso _______-_-.-.._- .--.- -3 
http://www.fatncws.com). Owner of this website actively promotes via his book 
reports, which are heavily relied upon by the ephedra food supplement marketers, the 
illegal use of the unapproved drug ephedrine/caffeine for obesity management. Basing 
ephedra food supplements on drugs, and ephedra supplement warning on drugs, and 
promoting drug uses of ephedra supplements clearly establishes that ephedra food 
supplements are intended to be drugs, but are promoted as nutritional supplements as a 
ploy to freely violate the FDCA as amended by DSHEA. 
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